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environment, and a description of engi-
neering controls, inactivation proce-
dures, and other measures which will 
reduce worker exposure and environ-
mental releases. 

(v) A description of procedures which 
will be undertaken to prevent fugitive 
emissions, i.e. leak detection and re-
pair program. 

(vi) A description of procedures/safe-
guards to prevent and mitigate acci-
dental releases to the workplace and 
the environment. 

(2) Certification of those elements of 
the containment criteria described in 
§ 725.422 with which the manufacturer 
is in compliance, including stating by 
number the elements with which the 
manufacturer is in full compliance. 

(e) The site of waste disposal and the 
type of permits for disposal, the permit 
numbers and the institutions issuing 
the permits. 

(f) The certification statement re-
quired in § 725.25(b). Certification of 
submission of test data is not required 
for the Tier II exemption. 

§ 725.470 EPA review of the Tier II ex-
emption request. 

General procedures for review of all 
submissions under this part are con-
tained in §§ 725.28 through 725.60. In ad-
dition, the following procedures apply 
to EPA review of Tier II exemption re-
quests submitted under this subpart: 

(a) Length of the review period. The re-
view period for the request will be 45 
days from the date the Document Con-
trol Officer for the Office of Pollution 
Prevention and Toxics receives a com-
plete request, or the date EPA deter-
mines the request is complete under 
§ 725.33, unless the Agency extends the 
review period for good cause under 
§ 725.56. 

(b) Criteria for review. EPA will review 
the request to determine that the new 
microorganism complies with § 725.428 
and that its manufacture, processing, 
use, and disposal as described in the re-
quest will not present an unreasonable 
risk of injury to health or the environ-
ment. 

(c) EPA decision regarding the Tier II 
exemption request. A decision con-
cerning a request under this subpart 
will be made by the Administrator, or 
a designee. 

(d) Determination that the microorga-
nism is ineligible for a Tier II review. (1) 
EPA may determine that the manufac-
turer or importer is not eligible for 
Tier II review, because the microorga-
nism does not meet the criteria under 
§ 725.428 or the Administrator, or a des-
ignee, decides that there is insufficient 
information to determine that the con-
ditions of manufacture, processing, 
use, or disposal of the microorganism 
as described in the request will not 
present an unreasonable risk to health 
or the environment. 

(2) If the Agency makes this deter-
mination, the Administrator, or a des-
ignee will notify the manufacturer or 
importer by telephone, followed by a 
letter, that the request has been de-
nied. The letter will explain reasons for 
the denial. 

(3) If the request is denied, the manu-
facturer or importer may submit the 
information necessary to constitute a 
MCAN under subpart D of this part. 

(e) Approval or denial of the Tier II ex-
emption request. (1) No later than 45 
days after EPA receives a request, the 
Agency will either approve or deny the 
request. 

(2) In approving a request, EPA may 
impose any restrictions necessary to 
ensure that the microorganism will not 
present an unreasonable risk of injury 
to health and the environment as a re-
sult of general commercial use. 

(f) EPA may seek to enjoin the man-
ufacture or import of a microorganism 
in violation of this subpart, or act to 
seize any microorganism manufactured 
or imported in violation of this section 
or take other actions under the author-
ity of sections 7 or 17 of the Act. 

(g) A manufacturer or importer may 
only proceed after receipt of EPA ap-
proval. 

Subparts H–K [Reserved] 

Subpart L—Additional Procedures 
for Reporting on Significant 
New Uses of Microorganisms 

§ 725.900 Scope and purpose. 

(a) This subpart describes additional 
provisions governing submission of 
MCANs for microorganisms subject to 
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